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DETAILED ACTION 

1. Claims 1 through 10 are pending. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the nnanner and process of 
making and using it, in such full, clear, concise, and exact temis as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of canrying out his invention. 

3. Claim 9, related to a method comprising administering an effective amount of a 
claimed prostaglandin analog to a mammal in treatment of glaucoma or intraocular 
hypertension, is rejected under 35 U.S.C. 1 12, first paragraph as based on a disclosure 
which Is not enabling. Study results that are critical or essential to the practice of the 
invention, but not Included in the claim is not enabled by the disclosure. See In re 
Mayhew, 527 F.2d 1229. 188 USPQ 356 (CCPA 1976). Experimental results that would 
enable determination of an effective amount of the claimed prostaglandin analog are 
referred to in the specification but not included in the specification. Page 23, lines 5 and 
6 refers to compounds of Table 1 which may be tested for biological activity, even 
though no such table is present in any part the instant application. Likewise, page 25, 
lines 7 through 10 recites "The results of the activity studies presented in the table will 
demonstrate that the compounds disclosed herein are have activity characteristic of 
prostaglandins and are thus useful for the treatment of glaucoma, ocular hypertension, 
and other diseases or conditions related to prostaglandin activity." No such tabulation 
of results needed to demonstrate the therapeutic effectiveness or relative activities of 
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the claimed prostaglandin analogs is available within the specification, or any other part 
of the instant application. 

4. Claim 9 is also are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treatment of glaucoma and intraocular 
hypertension, does not reasonably provide enablement for preventing those conditions. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in scope with 
this claim. Applicants are not enabled for "preventing" those conditions. The only 
established prophylactics are vaccines not the prostaglandin analog compounds such 
as present here. In addition, it is presumed that "prevention" of the claimed conditions 
would require a method of identifying those individuals who will develop the claimed 
conditions before they exhibit symptoms. There is no evidence of record that would 
guide the skilled clinician to identify those who have the potential of becoming afflicted. 

"The factors to be considered [in making an enablement rejection] have been 
summarized as the quantity of experimentation necessary, the amount of direction or 
guidance presented, the presence or absence of working examples, the nature of the 
invention, the state of the prior art, the relative skill of those in that art, the predictability 
or unpredictability of the art, and the breadth of the claims", In re Rainer, 146 USPQ 218 
(1965); In re Colianni, 195 USPQ 150, Ex parte Formal, 230 USPQ 546. 1) As 
discussed above, preventing those conditions requires identifying those patients who 
will acquire the condition before the symptoms occur. This would require extensive and 
potentially opened ended clinical research on healthy subjects. 2) Glaucoma and 
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intraocular hypertension are the conditions Applicant intends to treat. 3) There is no 
working example of such a preventive procedure in man or animal in the specification. 
4) The claim rejected is drawn to ophthalmologic medicine and is therefore physiological 
in nature. 5) The state of the art is that no general procedure is art-recognized for 
determining which patients generally will become afflicted before the fact. 6) The 
artisan using Applicants invention would be a Board Certified physician in 
ophthalmologic diseases with an MD degree and several years of experience. Despite 
intensive efforts, pharmaceutical science has been unable to find a way of getting a 
compound to be effective for the prevention of diseases generally. Under such 
circumstances, it is proper for the PTO to require evidence that such an unprecedented 
feat has actually been accomplished, In re Ferens, 163 USPQ 609. No such evidence 
has been presented in this case. The failure of skilled scientists to achieve a goal is 
substantial evidence that achieving such a goal is beyond the skill of practitioners in that 
art, Genentech vs. Novo Nordisk, 42 USPQ2nd 1001 , 1006. This establishes that it is 
not reasonable to any agent to be able to prevent these conditions generally. That is, 
the skill is so low that no compound effective generally against these disorders has ever 
been found that can prevent such conditions. 7) It is well established that "the scope of 
enablement varies inversely with the degree of unpredictability of the factors involved", 
and physiological activity is generally considered to be an unpredictable factor. See In 
re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 8) The claim broadly 
reads on all patients, not just those undergoing therapy for the claimed conditions and 
on the multitude of compounds embraced by the prostaglandin analog of claim 9. 
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The Examiner suggests deletion of the words "or preventing". 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 2, 3, 4, 6, 7, 8. and 10 are rejected under 35 U.S.C. 112. second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 2, 3, 4, 7, and 8 recite the limitation "the compound of claim 1 ..." (either 
claim 1 directly or serially through intervening dependent claims). There is no 
antecedent basis for this limitation in the claim. The illustrated compound in each of 
these dependent claims features an unsubstituted temiinal phenyl group on the u) 
chain. This presupposes an optional hydrogen as a claim 1 defined R group. Clearly 
no such R group option is available in claim 1. 

Claims 6 and 10 recite the limitation "the compound having an o) chain 
comprising..." followed by a drawn structure of an entire prostaglandin molecule. While 
the structure in claim 6 contains an u) chain, the entire structure can not be the u) chain. 
Also, the said "alteration(s)" of the structure recited in claims 6 and 10, item (a.) 
encompass "adding, removing, or substituting a non-hydrogen atom of the u) chain". 
This alteration is far too ambiguous to interpret, since substituting atoms in the u) chain 
structure can potentially eliminate the chain or eliminate significant substituents and 
carry into a completely different class of compounds. Additional claim 6 and 10 
ambiguity is found in "alteration(s)" of the structure recited in claims 6 and 10, item (b.) 
where there alteration of the carboxyl group (C02H) is specified. While the structure 
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presented in claims 6 and 10 has a carboxyl group, the u) chain of the structure does 
not. Throughout these claims, there is no clarity regarding whether the w chain or the 
entire prostaglandin stnjcture is the object of alteration. 

This rejection can be overcome by grammatically clarifying whether the u) chain 
or the prostaglandin structure is the subject of the claim with the illustration specifically 
showing the cu chain group or the prostaglandin structure. Furthermore, adding, 
removing, or substituting a non-hydrogen atom of the o) chain will require clearly defined 
addition, elimination and substitution positions within the chain and the optional atoms 
or groups which will ultimately define disclosed and enabled prostaglandin species. 
Also, reference to the C02H group conversion will need to be eliminated from the claim 
if the o) group is the subject of the claim. 

Allowable Subject Matter 
7. Claims 1 and 5, relevant to prostaglandin analog compounds constitute allowable 
subject matter for the following reasons. The prostaglandin structures of claims 1 and 5 
are considered novel due to their incorporation of the piperidinyl-2-one ring system. 
The closest relevant prior art with respect to the instant structure can be found in 
Cameron et al., (US Patent Application 10/386307, pub date 1 1/6/03), wherein the 
prostaglandin analogs disclosed and claimed incorporate a pyrrolidin-2-one functionality 
and a thienyl linkage at position 4 of the structure as numbered in the instant 
specification on page 3. These structural differences are significant enough as to not 
anticipate the instant prostaglandin analog compounds claimed. 
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8. Claims 2, 3, 4, 6, 7, 8, and 10 would be allowable if rewritten to overcome the 
rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to 
include all of the limitations of the base claim and any intervening claims. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David E. Gallis whose telephone number is 571-272- 
9068. The examiner can normally be reached on Mon-Fri 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-1600. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA ORQANADA) or 571-272-1000. 



David E. Gallis 
Patent Examiner 




